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Declaration of Jan Vijg 



1 . My name is Jan Vijg and I am the inventor of the invention described and claimed in my 
above identified U.S. patent application serial No. 09/306,333. My curriculum vitae 
accompanies herewith. 

2. After studying the "obviousness" rejections regarding the claims of my said patent 
application, I have the following comments: 

A. Naturally, it would have been obvious to use Vijg or Vijg II for attempting the 

discovery of new tests for detecting mutations in medically or industrially relevant 
genes and other DNA sequences. The test for BRCA1 is such a test. Such discovery 
is the main application of Vijg and Vijg II. In this respect Vijg and Vijg II are^similar 
to an efficient procedure to genetically clone a gene, any gene. To further the analogy, 
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this present application applies Vijg and Vijg II to discover a new gene test that has its 
own unique industrial application. While Vijg and Vijg II teach a general procedure 
to discover new gene tests, this application presents the actual discovery of such a 
new gene test— i.e., for BRCA1. 

B. This new gene test is novel, has industrial application (e.g., to quickly, accurately and 
cost-effectively establish if a woman is predisposed to breast cancer), and is non- 
obvious, since it is impossible to predict for one of ordinary skill in the art what such 
a test would look like. The latter is similar to gene discovery; i.e., all genes are DNA 
sequences and all have similar characteristics, albeit there is so much unexpected 
variation in structure and function that they all are unique and have unique 
applications. 

C. Thus, while I agree entirely with the facts as given by the Examiner, my interpretation 
of these facts is different. For example, it is true that "The ordinary artisan would 
have had a reasonable expectation of success that using the method taught by Vijg, or 
Vijg I, primers could be generated that would both successfully amplify the necessary 
coding regions of the BRCA1 gene and provide characteristic 2-D spot patterns for 
certain mutations, as Vijg and Vijg II both teach in extensive detail how to prepare 
primers that would be successful in the method taught by Vijg given a known gene 
sequence and using long distance and short distance multiplex PCR" 

The fact remains, however, that the eventual BRCAl test discovered according to 
Vijg and Vijg II is new (not disputed, I assume), has new application (it wasn't there 
previously to quickly and reliably diagnose women predisposed to breast cancer) and 
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is unexpected; i.e., non-obvious, since, similarly to a newly discovered gene, each test 
has its own unique characteristics that cannot be predicted by someone of ordinary 
skill in the art. There are now ample examples of the unique and unexpected 
differences among gene tests in the literature . 

D, The main issue that seems to be the problem is the assumption that Vijg and Vijg II 
are identical to a BRCA 1 test as presented here. This is not true. While Vijg and 
Vijg II teach generally applicable procedures, this new application provides a gene 
test. This test was discovered using Vijg and Vijg II, but is really completely 
dissimilar and essentially different from the procedures taught in Vijg and Vijg II. 
Indeed, while many procedures related to gene cloning have been patented, this still 
does not make each newly discovered gene "obvious". 

E. If this were not true, I would be able to argue (though erroneously) that since some 
general gene cloning patent (I think there is the Boyer patent?) teaches how to 
discover a new gene with industrial application, every one of such genes would be 
"obvious" since they all consist of DNA sequences and were discovered using the 
gene cloning method. However, experts would refute this on the basis that each gene 
has its own characteristics and would represent a unique discovery. This is exactly 
the case in this situation of my present application, particularly with the unique exon 
J J of the BRCA1 gene, ten times the size ("3.4kb exon 1 l"«page 3 of my said patent 
application herein) of any gene exon ever before tested with the Vijg and Vijg II type 
of technique, and containing the unique "approximately 60% of the coding region" 
(page 3) of the BRCA1 gene. 



3. I have, moreover, reviewed the accompanying Declaration of R. David Rines who has 
assisted me through the years in the development of my inventions of said Vijg patents and of the 
invention of my above-entitled application, as well. I find the facts declared therein, to be true 
and accurate to my personal knowledge and/or information and belief; including the descriptions 
of the uncontemplated manipulation and departure from my earlier procedure teachings described 
in my said Vijg and Vijg II patents in the making of the presently claimed invention, as set forth 
in paragraphs 3-8 of said Declaration. I also concur with the lack of "obviousness" of our 
experimentation set forth in paragraph 9. Certainly such turned out to be neither a priori certain 
or "obvious" to me or to my associates, individually or collectively, and I (we) created the Vijg 
and Vijg II procedures. 

4. I have carefully reviewed method claims 10, 1 1, 13 and 14 as amended in the 
accompanying Amendment G, and also the amended kit claims 4-6, and I declare that these 
describe only the original invention of my above application as filed. 

5. Under the provisions of 37 CFR 1.132, moreover, I declare that any disclosure in Vijg 
patent W096/39535 ("Vijg") and/or in Vijg et al patent 6,007,231 ("Vijg IT) of the invention 
specified in such amended method claims 10, 1 1, 13 and 14 and kit claims 4-6, was not claimed 
in said patents, and, indeed, was derived solely from me and not c by another'. 

I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 



. 18. 2003 4:23PM . 

^ 



5 



No. 0489 P. 6 



punishable by fine or imprisonment, or both, under Sec. 1001 of Title 18 of the United States 
Code and that such willful false statements may jeopardize the validity of the application or any 
patent issued thereon, 
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